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tUNITED STATES ENVIRONMENTAL PROTE\ /N AGENCY - . I 6 :
,» ?%
* Ms. Maria Herrero (Thomas Bade, PhD) ' JAN 2 9 2015
Regulatory Mar'rager l } : '
Valent BioSciences Corp _
870 Technology Way . ; i
Libertyville, IL|60048 | ;
S ‘
Subject: | Label Amendment — change the use direction language for rice plant

Product Name Massivo BioNik
EPA Reglstratlon Number: 73049-474
Appllcatlon Date: 11/17/2014
- Decrs10n Number 497832
Dear Ms. Herrero: i
- i

* The amended label referred to above, submitted in connection with registration under the Federal

Insecticide, Fungicide and Rodent1c1de Act (FIFRA), as amended, is acceptable
i l
A stamped copy, of your labelmg is enclosed for your records. This labeling supersedes all
previously accepted labeling. You must submit one copy of the final printed labeling before you
release the product for sh1pment with the new labeling: In accordance with 40 CFR 152.130(c),
you may drstrlblute or sell thls product under the préviously approved labeling for 18 months from'
the date of this letter After 18 months, you may only distribute or sell this product if it bears this
new revised lablelmg or subsequently approved labeling. “To distribute or sell” is deﬁned under

FIFRA section 2(gg) and 1ts implementing regulat1on at 40 CFR 152.3.

(

“Your release for sh1pmerlt of the product constrtutes acceptance of these conditions. If these

conditions are rlot complled with, the registration will be subject to'cancellation in accordance

with FIFRA sec|t1on 6(e)l If you have any questions, please contact Shenell Bolden by phone at
(703) 347- 0120I or via ema1l at bolden.shenell@epa.gov. :

0
H

i

Sincerely,

i

1

' Andrew Bryceland, Team Leader
Biochemical Pesticides Branch

- Biopesticides and Pollution

~ Prevention Division (7511P)
Office of Pesticide Programs
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Active Ingredien
S-Abscisic Acid

Contains a tota
BioNik™ (S-A

See next panel for First Aid; infbrmation.
| B

EPA Registration No. 73049-474
EPA Establishment No. 33762-1A-001

Valent BioSciences Corpora

870 Technology|

Way |

Libertyville, 1L 60048

1-847-968-4700
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FOR USE AS A SEED TREATMENT.
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g Massivo BioNik™ (S-Abscisic acid, S-ABA) :

i ! Seed Treatment - Use Label '

1 & : _ :

b .

%i VBC-40009 . \

i (Primary brand name) L . '

- R

0 Massivo BioNik™

by Plant Growth Regulator

i (Alternate brand name)

i S

b

t ’
................. PR —— L R R
si .................................................................................... 75.0% w/v
................. i D, 100.0% WV

lof25 g f S-Abscisic Acid (S-ABA) in"100 ml of product.. Application of
zfrpnt seeds delays seedling emergence.

OUT OF REAcH OF CHILDREN - -

CAUTION

AN 29 205

Under the Federal Insecticide, Fungicide,
" and Rodenticide Act; as amended, for

o the pesticide registered under
EPA Reg. No. q'zz '-tq - L\ﬂ
6 ml)
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minutes.
e Remove contact lenses, if present after the first 5 mi
continue rinsing eye. : 1
o (Call a poison contro! center or doctor for treatment a

Page 2 of 7 Massivo B OmKTM (S-Abscisic acid, S-ABA)
. g "Seed Treatment - Use Label
i
i ‘ .
B
. FIRST AID
If in eyes e Hold eye open and rinse slowly and oently with water for 15-20

nutes, then

dvice.

HOT LINE NUMBER o h

Have the product container or label with you when calling a poison control c{enter or doc
You may also call toll-free 1-800-892-0099 (24 hours) for emergency me;
and/or transport emeroency information. For all other information, call 1-847-968-4700.

for treatment.

tor, or going
dical treatment

CAUTION: Causes moderate eye irritation. Avoid contact with eyes or ¢
Wash thoroughly with soap and water after handling and before eatmg, dr
chewing gum, using tobacco or usmg the toilet. , i

Do Not use treated seed for animal or human consumption.« Dol Not allow
to contaminate grain or other seed intended for animal or human;consump

Personal Protective Equipment (PPE) ,
Applicators and other handlers must wear:

o Long-sleeved shirt and long pants.
J J‘Shio«g:sARlus socks.

s
. “Protectlve £y wear

Follow the'manufacmrer s instructions for cleanmg/mamtammg PPE. I
instructions fo_r washables use detergent and hot water, Kee

RARFAITS

1 separately, fronshothe
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PRECAUTIONARY STATEMENTS

: a

.HAZARDS TO HUMANS & DOMESTIC ANIMALS
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f no such

niand wash PPE

User Safety Recommendations S

Users should: ' H
e Wash hands before eating, drinking, chewing gum, usmg tobacco
¢ Remove clothing/PPE immediately if pesticide gets 1n51de Then
thoroughly and put on clean clothing. H
e Remove PPE 1mmed1ately after handling this product
thoroughly and change into clean clothing.

il

wash

jAs soon as possible, wash

or using the toilet.
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' Masstvo BioNik™ (S-Abscisic acid; S-ABA)
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: Seed Treatment - Use Label
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ENVIRONMEN TAL HAZARDS

Do not apply [drrectly t% water, or to areas where surface water is present or to intertidal

areas below tllle mean hrgh water mark. Do not contamlnate water when drsposmg of
- equipment wash- water;or rinsate.

ol
I : .
To prevent potential consumption by animals, cover or collect treated seeds spilled

during loadinig.' 3

|
i
¢

DIRECTIONS FOR USE

Itisa vrolatlo:n of Federial law to use this product in a manner 1nconsrstent with its

" labeling. Do not apply thrs product in a way that will contact workers or other persons,
either d1rect1y or through drift. Only protected handlers may be in the area during
application. For any requrrements specific to your State or Tribe, consult the State or
Tribal agency respon31b1e for pesticide regulation.

’ %

. i ! ‘

Treated se¢d must not be used for or mixed with food or animal feed, or processed for oil.
Seed commercially tredted with a pésticide must be labeled as follows: “Treated Seed. Do
not use for food, feed off 0il.” :

1 ‘ "

The seed treater must add an EPA approved dye with the pesticide during the seed

treatment procl‘ess unles§s dye is already on the seed [40 CFR 153.155(b)(1)].

}

g i

GENERAL DIRECTIONS
Use only for treating seed Use only as directed. Read the label thoroughly and make

sure it is understood before making applications. BioNik™ delays seedling emergence of

parent seed. i

i

- Application mstructlons

e BioNik™ contalns the active 1ngred1ent S- Abscrsrc Acid, commonly known as S-
ABA.{S-ABA | 1s a potent Plant Growth Regulator found in plants.

- e Undesired effects can result from any deviations from the label directions for
applying BloNrkTM

. Thoroughly mrx iBioNik™ by shaking or agrtatlon before use.

e Apply BlOleTM* to parent seed using commercial seed treatment equrpment ata
seed treatment facrllty Not for use on agricultural establishments in hopper-box,
planter-box, slurry box or other seed treatment apphcatrons at or 1mmed1ately
before plantmgg

< St s st e B e ey S e e
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COMPATIBILITY WITH OTHER AGRICULTURAL PRODUCTS

|l

i

§
Massivo Bioiak™ (S-Abscisic acid, S-ABA)

|
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Seed Treatment - Use Label

" Compatibility and performance data for BioNik™ with other agrlcultural products is’

~

not available. Although BioNik™ is generally compatible with Iidany other seed
treatment formulatlons if BioNik™ is to be mixed with other seed treatment

products, first test-on a small scale. Use caution in mixing with other products as

incompatibility might occur.

Incompatibility is indicated by an 1nhomoge neous seed

treatment mixture, an uneven seed coating or poor adherence of the seed coating to
the seed :

APPLICATIONS, RATES, AND TIMINGS

GERMINATION DELAY FOR HYBRID SEED PRODUCTION

et s, i s kst
[ S ——

The extent of delay resulting from BioNik™ is dependent on mbred or hybrid genetlcs ‘
Conduct small scale eVvaluations of each inbred or hybrid to determme the dose requlred

for the desired delay. {
CROP OBJECTIVE / BENEFIT| APPLICATION INSTRUCTIONS
Seeds for Delaying the seedling | Apply BloleT?idirectly to desired
production of emergence and flowering = | parent seed for delayed germination or,

hybrid seeds

timeline of parent seed;
for delayed emergence and
flowering of parent seed
| used in production of

- hybrid seed

synchromzatlon of flowering of parent'
seed used in productlon of hybrid seed.

I

Make one. apphcatxon to.seeds belng
treated (using comer01al seed
treatment equipment).

Delay of male corn parents for seed production

it
$

!

BioNik™
(grams product)

| ~ per 100 pounds

“BioNik™ (fluid
ounces, product)
per 100 pounds

grams

Active seed (cwt); seed (cwt);
Ingredient example using | example using
Delay of (milligrams a.i.) 1800 seeds/lb 1800 seeds/lb {| - ' P |
CROP | anthesis | per kernel for inbred for inbred Remarks .,. "
| 0.005—-0.300 3.6-216 0.12-7.30 | Note on units: 0.1
: . 5 : s . _
Com 30 GDD milligrams grams fluid ounces {| milligram (mg) a.i/kernel =
’ 1 100 micrograms (ug)
Corn ég% 0'02]?.'_ 0.600 14.4-432 %’4%_ 14.61 1) 4 ikernel. Application rate
: ) milligrams grams ' »qu ounces depends on genetic
. background. BioNik™ rate
. (| per 100|pounds seed should
Cor 150 | 0.050-0.600 | 36-432 1221461 ;| e adjugted for seed number
o GDD milligrams - fluid ounces per 1b 1or each inbred.

+ Significant stand loss may

occur at!ld % loss depends
on genetic background.

GDD = Growing Degree Days

[SEPpR
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} . Seed Treatment - Use Label
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Delay of male sorghﬁ m parents
' § " BioNik™ BioNik™ (fluid
H (grams product)| ounces product)
! per 100 pounds | per 100 lbs
! seed (cwt); | seed (cwt);
Actlve " example using | example using |
Ingredlent 18,000 seeds/Ib| 18,000 seeds/Ib
Delay of (mxlllgrams a.i.) (25 mg/seed) (25 mg/seed)
CROP | anthesis per kemel for inbred for inbred Remarks
} o Note on units: 0.01
i ! milligram (mg) a.i./kernel =
é i 10 micrograms (ug)
T ~a.i/kernel. Application rate
_ ! | depends on delay desired
' i nd genetic .
Sorgh | | 10 gays| 0-006-0.111 | 40-800 135 27.05 gigﬁikm ra‘t’:‘;'f;’(‘)‘gd-
um : -mlklggrams grams qld Qynces pounds seed should be
b adjusted for seed number
o per Ib for each inbred.
q Significant stand loss may
! f occur at high rates for
v particular parent seed.
Delay of male pearl fﬁlllet parents :
1t BioNik™ - BioNik™ (fluid|
% ; (grams product)| -ounces product)
o per 100 pounds | per 100 lbs
i seed (cwt);’ seed (cwt);
Active example using | example using
Ingredient 57,000 seeds/Ib| 57,000 seeds/lb
Delay of (miliigrams a.i.) (8 mg/seed) for| (8 mg/seed)for| - -
CROP | anthesis per kemel inbred inbred Remarks
; | i ’ < Note on units: 0.01
3 milligram (mg) a.i./kernel =
i 10-micrograms (ug)
ii a.i./kernel. Application rate
¥ depends on delay desired
Pearl 0.002-0070 | 45-1600 | 1.52-54.10 | 2nd genetic background
Millet [ - 10 days miiligrams grams fluid ounces BioNik™ rate per 100
L pounds seed should be
o adjusted for seed number
i | per Ib for each inbred.
3 Significant stand loss may
f § occur at high rates for
3 : particular parent seed.
, .
L
|
i ‘
|
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. Massivo Bui)lml\m (S-Abscisic acid, S-ABA)

Page 6 of 7
, l Seed Treatment - Use Label
Delay of rice parents - | i
J BioNik™ BioNik™ (fluid | |
(grams product)| ounces product)
per 100 pounds | per 100 pounds
seed (cwt); seed (cwt);
- Active example using | example using
| Ingredient . 18,000 seeds/Ib| 18,000 seeds/Ib
Delay of (milligrams - (25 mg/seed) (25 mg/seed) ;
CROP | anthesis | a.i.)per kernel | for inbred for inbred | ! Remarks
' ! Note on units: 0.05
i milligram (mg) a.i./kerne_l =
{50 micrograms (ug) ~
Cad. /kernel. Application rate
_ ‘ depends on delay desired
L : and genetic background.
Rice 1 - 10 days 0.001-0.150 | 7.2 - 1080 0.24 -36.52 } BioNik™ rate per 100
milligrams grams fluid ounces
eed should be

pounds s

i Significa
I occur at
particula

! adjusted ;for seed number
i per Ib for each inbred.

nt stand loss may
high rates for
r parent seed.

Environmental Factors:

- DO NOT exceed the maximum stated rate.

FACTORS AFFECTING RESPONSE TO BioNik™ |

S-ABA, the active ingredient in BioNik™, is a potent Plant Growth Regulat
plants. S-ABA 51gn1ﬁcantly delays emergence when applied to seeds

Determining Optlmal Rates: Optimal B10NrkTM rates will vary
emergence and flowering delay. Different varieties or cultivars ozfithe same
respond differently to BioNik™. Therefore, to determine response levels treat or test a small
number of seeds before applying BioNik™ to a large number of <eeds

Heavy irrigation/rain immediately after planting may reduce efﬁc‘acy.

‘ {

Different varieties or cultivars within a given plant species may require a
rate of BioNik™ to achieve the desired effects.

!
1

t
accordmg

|
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Planting in a dry seedbed may extend gérmination delay. Therefére plant 1

" Low or hlgh soil temperatures may impact the period of germmattlon delay

i

tor found in

In addition to proper application technique, énvironmental and cuzl‘tural factors will affect a
seed or seedling’s response to treatment with BioNik™. Do I\lOt use this product on old,
weak, or damaged seed. Excessive stand loss could result from such use.

higher or lower

to the desrred '
species may

n moist seed bed.
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STORAGIE AND DISPOSAL ,
Do not contammate water, food or feed by storage or disposal.

Pesticide Storage ; ;

Keep cont

to light or

extended storage condltlons at temperatures above 25°C (77°F). Avoid exposure of product

Pesticide Dlsposal i

ainer tlghtly closed when not in use. Store product in a cool place. Avoid

sunlight.i | z

directions
or pesticid

Container

To avoid wastes, use . all material in this container by application according to label

by industry). ; 3

If- wastes cannot be avoided, offer remaining product to a waste disposal facility
e dlsposalo program (often such programs are run by state or local governments or’

1

Handhng

Triple rins

rinsate for|
this proce
dispose ofji
and local ¢

Nonrefillable contamer Do not reuse or reﬁll this’ container.

tank and drain for 1&0 seconds after flow begins to drip. Fill container % full with water and
recap. Shake for 10iseconds. Pour rinsate into application equipment or a mix tank or store

e as follows: Empty the remaining contents into application equipment or a mix

later usefor disposal. Drain for 10 seconds after the flow begins to drip. Repeat
Jure two more times. Then offer for recycling if available or puncture and

ina samta.ry landfill, or by incineration. Do not burn, unless allowed by state
>rd1nances

Warranty at
To the extent

|
nd Dlsclalmer Statement:
con51stent with applicable law, seller makes no warranty, express or

implied, of merchantab111ty, fitness or otherwise concerning use of this product other than

as indicated ¢
accordance w

Valent BioSc

on the label. User assumes all risks of use, storage or handling not in strict
vith accompanying directions.

il

i
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